Chiral drugs: the FDA perspective on manufacturing and control.
On 27 May 1992, the FDA announced the availability of a policy statement on the development of stereoisomeric drugs. This statement has significant implications for the chemist who is working on the development and validation of analytical controls for chiral drug substances and products. The testing of the bulk drug, the manufacturing of the finished product, the design of stability testing protocols, and the labelling of the drug must all take the chirality of the active ingredient into consideration.